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(desogestrel and ethinyl estradiol) Tz

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES N
AGAINST HIV INFECTION (AIDS) AND OTHER SEXUALLY TRANSMATTE
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21 round rose-colored tabiets. Each rose-
colared “active™ desogestre! and ethinyt estradiol tablef for ora) administration can-
tains 0.15 mg desogestrel (13-ettryl-11- HMIMD-MWWM
20-yn-17-0f) and 0.03 my sthiny! estradiol 1m1hrpm-ongna-135 10)-trien-
20-yne-3,17-diol). Inactive include cotioldal silicon dioxide, FD&C Blue
No. 2 Aluminum Lake, FD&C Red No. 40 Aluminum Lake, hydroxypropyl methyicel-
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tinized starch, staaric acid, thanium dioxide, and
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istration, the fotiowing inactive lactose anhydrous, magnesium
stearxts, celiuioss end pregetatiniad

OEH0GESTREL ETHINYL ESTRADIOL
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an administration of
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treatment cycle from day 1 (15064 nmotd.) to day 21 (230259 nmol.).
The elimination hatf-ife for w I8 approximately 38+20 hours at steagy
mlnmmmmmtmﬂw ars 3a-O-deso-
gestry,

lites. which ars excreted in bils, can undergo
INDICATIONS AND USAGE
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anmmmmmwm & Method of contracaption.

contracaptives contraception.
The efficacy of thess contracaptive methods, except steritizstion, depends upon the reN-

abifity with which they are used. Correct ang consistent use of thess mathods can resull -

in lower faiture rates.
TABLE I: LOWESY EXPECTED AND TYPICAL FAILURE RATES
“%‘u Womes E‘:inh - ui‘ru-
1n the First Year of Costiswom Use
Lowest
Msthod ¢ Expocied® = Typical®*
No Contraceptive) [L4] (85)
5::1 Contraceptives
combined 01 NA***
progestin only 05 WA=
Diaphragm with spermicidal
cream of 8 18
Spermicides alone (fod
wwﬁww ilem) 8 n
Vaginal
9 18
20 38
implant 0.09 0.09
Injection: depot
aetats 03 03
[V}
p 15 20
copper T 350A 08 - 08
Condom without spermicides:
{emsie 5 21
maje 3 12
Cervical Cap with spermicical
cream of jelly
nuiliparous 9 18
parous -4 38
Periodic abstinencs
(af! methods) 19 2
startization 04 04
Male steriiization 0.10 0.15
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* The authory’ best guess of the parcentags of women expectad to experience an
dental pregnancy among couples who intiats a method (not necassarily for the
nm)mmmnmmmmm(muywumoom

"Thistarm represants “typical” ummumnd-mwmm
for the first time), mmm@mwmu during the
do not stop usa for any other reason.

“** NA — Data not aveiiadie.

gal

In a clinical trial with desogestrel and ethinyl estradiol tablets, 1,195 subjacts complet-
od 11,656 cycles and a totst of 10 pregnancies were reported. This represents an over-
ail user-efiicacy (typicsl user-efficacy) pregnancy rate of 1.12 per 100 women-years.
This rate inciudes patients who did not taka the drug corvectly.

CONTRAINDICATIONS
ommwmmmmmwmmmmm
mafolmm

* Thrombophieditis or thromboembotic disorders
Amnmammmmwummmm
Cemwvasumorcoramm
orsmumdmdmnm

. Undwwmwm .
* Cholestatic jaundice of pragnancy or jaundics with prior pitl use
. carcinomas -

without underlying
:mwmmnmdmmmﬁhmmmuhyw
tansion, hyperiipidemizs, obesity and diabetes.

Practitioners prescribing oral contraceptives should be familiar with the foliowing infor-

The information. contained in this rmbmmbammsmm”m

information about the actual occumence of & diseass in the popuiation (Adaptsd from

1

‘Carcmomai endometrium of Gther known or suspectad estrogen-depen-
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. THROMBOEMBOLIC DISORDERS AND OTHER VASCULAR PROBLEMS
Myocardial infarction
An Increasad risk of myocardial infarction has besn attributed to oral contra-
mmmuummmnuammmwwm » -
risk factors for coronary artary Gissase such as hypertension,
mmmmwmmmmammww

10T PROTECT
ED DISEASES.

a

rent orat contraceptive users has been estimatad to be two to six (4-10). The Y

risk is very low it women under the age of 30
Smoking in combinaion with o) contraceptive uss has been shown to con-

and older 2MONG women who use ol contraceptives. (See Tabie I1)
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: ofsl coutracepiive ues

298, tmeking stales and .
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Ommummwdhm wel-Hown risk factors,
a3 hypertension, diabetes, ns:mdobwty(ta) Inwﬂww
anm@mﬁ chojesterol and cause glucose
intolerancs, whils estrogens may creais a state of hyperinsulinism (14-18).
Oral contraceptives have besn shown to increass blood pressure among users
(sumsnwm)wwmmrdmmmm
ated with an increasad risk of heart dissase. Oral connwﬂvmmustuusad
with caution in women with cardiovascular disezss
wmmwmwwmmm&
Gwmmummmnmmmmmmamnm
with orsl contraceptives is lower when the progestogen has mimmal
R wmmmmnmum(m)
b. Thromboembotism
mlmwwdmmmmmmmamammmm

Eartier cass control studies on aider formutations have found the relative risk
of usars compared to nonusers to be 3 for the first episode of superficial
mmtmlirudwmwmapmmmemmm
w15m8mmmwm venous thromboem-
bomum(uwu) Cohort studies have shown the retative risk to bs
somewhat lower, about 3 for new cases and sbout 4.5 for new casas requiring
hospm!zlﬂm(ZS) The risk of thromboernbolic diseass associated with oral
mmg;lsbmmwmmdwmdwmwlmw
stopped (
A two- to four-fold increase in retative risk of post-operative thromboembolic
complications has been reportsd with the usa ot oral contraceptives (9). Ths
retative risk of vanous thrambosis in women who have predisposing condi-
tions is twice that of women without Such medical conditions (28). If feasible.
oral contracaptives shouid be discontinued at least four weeks prior to and for




thremboenbotism and fotlowing grolonged immobilization, Since
the immediats postpantum period is aiso associatad with an increasad risk of
thromboembolism, oral shouid be startad no earlier than four
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Method of contrel sad oxicome  153-19 20-24 25-23% 30-34
No fetility control methods* 70 74 91 4B
Oral contracaptives no-smolar** 0.3 0.5 09
Oral contraceptives smokar* * 22 34 68
wo** 08 08 t0 10
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Condom*® 1.
3 1.
2.

i
-
N

Diaphragm/spermicide

Penodic abstinencs®
* Deaths are birth relatad

** Deaths are method related

(Adapted ftrom H.W. Ory, ref. #35.)

3. CARCINOMA OF THE REPRODUCTIVE ORGANS AND BREASTS
Numerous i

1mummmwaa% . This increased reiative risk
appears to be reiated to duration of use (36-43, 79-89).
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PHARMACEUTICALS, INC.
1, OHIO 45213 USA
- REV. 08/99
Some that orxd contraceptive use has been associated with

ing pregnancy to treat thrsatened or habitual
1t is recommended that for any patient who has missod two periods,
pregnancy shouid be ruled out before contraceptive usa. it the

schadule,
should be considered i the time of the frst missad period, Oral
should be discontinuad umtil pregnancy is nied out-
GALLBLADDER DISEASE

minimat gk may be retatad to the use of oral con-
taining hormonal doses
CARBOHYDRATE AND LIPID EFFECTS

ay&m&ng\mwmw“m(mmm

The onsst o exacerbation of migraine o development of headachs with a new

pammwmu\isreum or severs giscontinuation of oral
and evajuation of the cause.

BLEEDING IRREGULARITIES

Br ugh and spotting are sometimes encountered in patisnts on

ptives, .
causes should be considered and adequats diagnostic Measures taken to nule out
matignancy or pregnancy in the event of braaithrough bleeding, as in the cass of

xoanomenormutamnmaymunprom In the even af amenorrhea, preg-
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’ X. Sas CONTRAINDICATIONS 2nd WARNINGS sactions.
Rk s
Small amounts af org} contraceptive steroida have been identified in the milk of

ADVERSE REACTIONS
An increased risk of the following sericus adverse reactions has been associated with
the usa of oral contraceptives (ses WARNINGS saction): :
« Thrombophiebitis and venous thrombosis with or without smbotsm
« Arterial thromboembotism
Puimonary embotism
Myocardial infarction
Cerebral hemorthage
Cerebral thrombosia
Hypertension
Gallbiadder dissass
* Hepatic adencmas or benign lver tumors
The following adverse raactions have been reported in patients receiving oral contra-
ceptives and are batieved to be drug-related:

o Vi :
* Gastrointestinal symptoms (such s abdominal cramps and bloating)
blesd:ing :

oo 00 00

* Amenomrhea
-Egmmmmmwmmm
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nal causes should be bome in ming. n undi-
blesding from the vagina. adequate diag-

persistent or rscurrent abnormal

contains 0.15 mg desogestrel and 0.03 my ethinyt

STORAGE: Store a1 controfied room temperature 15°-30°C (59°-36°F).
DURAMED

B only

discontinuing oral contraceptives. In breakthrough bleed , a8 1n all cases of irrequ-
lar biesding from the vagina, n o

one 5ide and “575" on the other 1ide)

Cartons of 6 biister cards NDC# 51288-573-21.
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-| Wemen whe s orsl contraceptives are sirengly aduised ast i sashs.

T

Iipid and carbohydrats metaboism. N Engl J Med 1990; 323:1375-61. 1.
HJ ot al. Selactivity in progestarone and androgen raceptor binding of progestogens
usad in oral contracaption. Contraception, 1388;38:325-32. €2. Van der Vies, J and de
visser, J. Endocrinological studies with desogestret, Arzneim. Forsch./Drug Res., 198%
33(1).2:231-8. §3. Data on file, Organon Inc.. 4. Fotherby, K. Oral contraceptives,

and cardiovascuiar diseases. Contraception, 1985; Vol. 31; 4:387-54. §8. Lawrence, OM
et 2. Reduced s&x hormone binding and derived free testostarons ievels in
women with severs acne. Clinical Endocrinology, 1981:15:87-91. S8 Cultberg, G et &l
fracts of a low-dose desogestrel-athiny! estradiol on hirsutsm,

and sax hormone binding in women with 3 polycystic syndroms. Acta
Obstet Gynecol Seand, 1 95-202. 97. Jung-Hoftmarm, C and H. Divergent
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_u effects of two low~dose oral contraceptives on sax hormone-binding and froe

Briet Summary Patient P_aehm insert

AprF®
(desogestrel and ethinyl estradiol) Tablets

Bonly
Oral contraceptives, aiso kncwn a3 “birth control piis” or “the pill,” are taken to prevent
pregnancy, and when taken correctly, have 8 faiiure rats of about 1% per year when ussd

Cigarstts smoking increases the risk of serions cardievasculer side effects from
oral contraceptive use. This risk increases with age snd with beovy smeldeg (13
or More cigarsties per day) aad is quils marked s women over 33 years of age.

Mast £ide etlects of the pid are Aot sarious. The MoSt cOMMON such effects are nauses,
vomting, %M menstrual periods, weight gain, breast tandemess,
hsadache, and ing contact lanses. These side effacts, espacially nausea
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pill is thus even rarer.
afthough blood pressure usually retums to normal when the

2
;
E

The symptoms associated with thess serious side effects are discussad in the detalled
patient Labaking given to you with your of pilts. Notity your doctor or clinic rf you
notice any unusual physical disturbances takdng the pill. in addition, drugs such
as ritampin, as wedl 28 Some aniconviisants and some antibiotics may decreass ordl

Ba sure to discuss any medical condition you may have with your doctor or ciinic. Your
doctor or clinic will taka & medical and tamily history before prescribing eral contracep-
tives and wall examine you. Tha physical examination may be detayed to ancther time i
you request it and your doctor or clinic believes that it is a good medical practice to
postpans . You shouid be reexamined at isast once a year whils takdhg oral contracep-
should read and discuss with your doctor or clinic.
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Fluid reteatien
Crat contreceptives may causs edema (fiuid retention) with Sweiking of the fingers or
m?mmmmm.nmmmmmm

Melsome
A spaotty darkening of the sidn is possible, particutarty of the face, which may persist.

Anytime you are not surs what to do.
2. THE RIGHT WAY TO TAXE THE PHLL IS TO TAKE ONE PILL EVERY DAY AT THEw

1t you miss pilis you could get pregnant. This includas starting the pack late.

18 Iikely you are to get pregnant.

. TTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO

THEIR STOMACH OURING THE FIRST 1-3 PACKS OF PILLS.

i you fesl sick to your stomach, do not stop taking the pil. The problem will usua-
go A 3 with doctor or clinic.

4. MISSING PHLLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when you
make up these missad pilts. On the days you take 2 pills to make up for missed pris
mmm:mwm#s:m

S. IF YOU HAVE VOMITING OR OIARRHEA, for any reason, of IF YOU TAKE SOME
MEDICINES, including some antibiotics, your pdls may not work as weit,

Uss a back-up method (such as condoms, foam, of sponge) untll you check with
your doctor or clinic.

6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL. talk to your doctor of
clinic about how to make pill-Gridng sasier o 3bout using another method of birth

control, .
7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IR
THISL'E&R.EIUSMWNM .

YOUR PLLS:
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. Itis important to take

213@5\1: T7id HNOK 1¥ %007 2
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} pils (with hormanes) to taks for 3
[rose-colored] pills (with hormones) to taks for 3
by 1 week of reminder [whits] pills (without hormonas).

1) whers on the pack to stast taking the pills,

2) in what ordar

3) the week

IF IT HAS 21 OR 28 PILLS:

dwy.
SEE
attive” (rosa-colored
without pills.
21 “ctive®

9 -

week

[
2

AL
has
foilowed by 1
weeka, followed
to taka the piils (foliow the arrows) and
numbers printad on the pacic.

3. ALSQ FIND:

a the same time
00K AT YOUR
The 21-nifl pack

2

f—
———

X X X IO
1000

1000

Exampie Only:

T TR T

28 Pill Pack

Rose-colorad
{abisty

White tablets ——

sponge) to use

7 b
1000

will probably have your period
than 7 days pass betwesn 21-

next pack on the day after yout kst “reminder” pill. Do not wait

%W

[rose-colored] “active’

1. Taks it 23 300N 23 YOU remember.

1000 ()
L X X XY

pack and start 8 new pack of pills that same

2 Voumm_mmwmmmmgmmumm

ococg
re0eC
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T&mmp&lnmmmﬂhm

packs.

AT ALL TIMES:
CONTROL (such s condome, fosm, of
[, 13 4

| “active” pifis In a row in THE SRO WEEC
st of the pill pack and start 3 new pack that same day.

..QOW.&

avery day urtil
QUT the rest of the

Sarler:

il 3 day until you finish the pack.
BECOME PREGNANT if you have sax in the 7 dawm after you miss pilis. You

rose-colored

anather birth control methad (such as condoms, faam, or sponge) as a

mmmunmymmwwzpmnmq.
Imihodll:ltmso7dlyl

take

T e

&8

pili at the

4. You will not nead to usa 8 back-up Method of birth control, $ince you are starting the

WHAT T0 00 &

foe iaer aalots tem mama



preg-

, if you miss
might

pack that same day.
3. You MAY BECOME PREGNANT if you have sex in the 7 days aftar you miss pills,

et of the pack and start a new pack o pils that same

You MUST usa anather birth control method (such as condoms. foam, of sponge)

a3 a back-up method for thoss 7 days.

mm‘ml‘lw_wmwv———.,—w—"' .
A REMINDER FOR THOSE ON 28 DAY PACKS:

FINALLY, IF YOU ARE STRL NOT SURE WHAT TO 00 ASOUT THE PELLS YOU HAVE
KEEP TAKING ONE {ross-colored] “ACTIVE” PILL EAGH DAY untll you can reach your

Use a BACK-UP METHCD anytime you have sex.
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THIS PROOUCT (LIKE ALL ORAL CONTRACEPTIVES) IS INTENDED TO PREVENT PRESNANCY. IT
COES WOT PROTECT AGAMST HEV INFECTION (ANDS) AND OTHER SEXUALLY TRANSMITTED
DISEASER. .

MON TUE WED THU FRI SAT SUN
TUE WED THU FRI SAT SUN MON
WED THU FRI SAT SUN MON TUE
THU FRI SAT SUN MON TUE WED
FRI SAT SUN MON TUE WED THU
SAT SUN MON TUE WED THU FRI
SUN. MON TUE WED THU FRI SAT

¥
7
i
g
H
]
g
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3
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You should not s the pill i you SUSDECE YOu 21 pragnant or have unexpiained vaginal bleeding.

Cigarstty smoking increases the risk of serieus sardiewpscuinr side effacts wrom ena
contraceptive Rze. This risk increases wilh ops 204 with beavy smokieg (15 er mers
cigarattes per day) aad ks quits marked ia women ovar 33 years of 890. Wemea who £3¢ ot
coutraceptives are strongly ddvised sel 0 smele.

Most sida eftects of the pil are not sertoys. The most common such effacts are naussa, vomiting,

feading between menstrual periods, weight breast tsnderness, headache, and ditficuity wear-
?ngmmmmmwﬁm‘mmmmmqmmmﬂm
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thres months of use.

The sarious sids effects of the pill occur very infraquantly, especially if you are in good heaith and
are young. Howaver, you shouid know that the foliowing medical conditions have been associated

The associated with thess sarious side sffects are discussed in the detsiled patient abel-
ing 10 you with your of pills. dmmmuymmﬂuﬂunm
physical disturbances while the pilt. in . drugs such &s rifampin, 33 3 some
anticonvulsants and some may dacreass orzt contraceptive effactiveness.

usa, Some

MPUTIAN
BEFORE YOU START TAKING YOUR PILLS::
1. BE SURE TQ AEAD THESE D:QE'I'ION&

2. THE RIGHT WAY

/

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICX TO THEIR
ACH OURING THE FIRST 1-3 PACKS OF PILLS. L
i1 you feet sick to your stemach, do not stop taking the pil. The prodlem will usually go away.
lrndmlww,mwmwdm.

4. MISSING PILLS CAN ALSO SPOTTING OR LIGHT BLEEDING, aven when you make up
these missad pills. On the days you taka 2 pills to maks up for missad pills, you couid aiso fesl
2 little sick to your stomach. j

5. IF YOU HAVE YOMITING OR DIARRHEA, for any rezson, or IF YOU TAXE SOME MEDICINES,
including some antibiotics, your pilis may not work a3 well. Use a back-up method (such as

wndomfum.u%mmmdmm

IF YOU HAVE TROUBLE TO TAXE THE PILL, tak to your doctor or ciinic about how

mmw—uuwumagxmmudmmu
7. IF YOU HAVE QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS
LEAFLET, call your doctor or clinic.

GEEQRE YOU START TAXING YOUR PHLS:
1. DECIDE WHAT TINE OF DAY YOU WANT TO TAKE YOUR PILL. It s important to taka i at about

the same time every day.
2. LOOK AT YOUR PILL PAGK TO SEE THAT IT HAS 21 PILLS: The 21-alll pack has 21 “active”
) srmc:g}mmm(mmnwmm)mmmamwmmmmm

1) whers on the pack to start taking the pils,
2) in what arder to taka the pills (foflow the arrows) and
3) the week numbers as shown in the following example:

™

Example Ony:
21 Pill Pack pla Only:
)
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t 4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL (such as condoms, foam, ar $pange) to usa as a back-

up in case you miss pills.
AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRXT PACK OF PILLE:

You have a choice of which day to start taking your first pack of pills. Decide with your doctor of

clinic which s the best day for you. Pick a tima of day which will be sasy to remamber.

DAY 1 STARR

1. Pick the day label strip that stasts with the first day of your period (ths is the day you start
bieading or spotting, even if it is almost midnight when the bieeding begins).

2. Place this day label strip on the Cycie tablet dispenser card over the area that has the days of
the week (starting with Sunday) printed on the dispensing card. .

Pick correct day kabel [THU FRI SAT SUN MON TUEWEDI
Poel and place labet here.
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Note: 1f the first day of your pariod is a Sunday, you mshp #tand 22,

3. Taka the first “active” (rose-cofored] il of the first m ficet. 24 hours of vour geriod,

4. Yoy will nut nead 1o us8 a back-up method of birth slnunummmmnilnmo
bom'lmafyourpulw.

SUNDAY START

1. Tako the first “active” {rosa-colored] pill of the first pack on the Sunday aftar vour period starts.
even it you are siiil blseding. if your period beging on Sunday, start the pack that day

2. Use another mathod of binth control es a back-up method if you have sex mwmo from the
s«mmmnyour«moummm&mam)wm the sponge
are good back-up methods of birth controk.

WHAT 0 DO DURING THE MONI:

1. TAKE OME PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS ENPTY.

anshapimsmnym:mnotm:nvwm

2. WHEN YOU FiitSH A PACK OR SWITCH YOUR BRAND OF PRLLE:
Wait 7 days to start the next pack. You wiil probably heve your pariod during that weelc. Be Sure
that no more than 7 days pass between 21-Gay packs.

WHAT T0 00 iF YOU WSS PILLS:

i you IS8 1 [ross-colored) “active” pik

1. ;m;ggummfwmmwuwmm.mmmm

1 day.

2. You do nat nead to usa 3 back-up birth control Method it you have sex.

1f you WSS 2 [ross-colored] “active” pils in a row in WIEER 1 ON WEEX 2 of your pacic

1. Take 2 pilts on the day you remamber snd 2 pills the next day,

z Then taka 1 pifl a day umil you firish the pack.
3. You MAY BECOME PREGRANT if you have sax in the 7 fays after you miss pills.
Ywmmmmmm(um:mm or 3p0nge) 88 & back-
up mathod for.those 7 days. .

nmmt[mmn] mmm-mmmmm

1. i you 879 8 Day 1 Starter: -
mnowmnmrwoimnlmmmunmmnmm
ﬂmnomm

Keep taking 1 pill gvery day until Sunday.

0On Sunday, THROW mmwamwmmnmmup&mnmm

2. You may not have your pariod this month but this is expectad. Howewer, ¥ you miss your period
2 montha in a row, call your doctor of cHnic becauss you might be pragnant,

J. You MAY BECOME PREGNANT i you have sex in the 7 dayg after you miss pills. Yoy MUST
mmwmmm(mamm«m)uamwnm

thoss 7 days.
nwnammrmww] “active™ pills in 3 row {during the first 3 weeks)
# you are 5 D3y 1 Starter:
THROW OUT the rest of the pitl pack and start 2 new pack that same day.
1§ you ary s Susday Stwrter:
Koep taking 1 pil svery day untd Sunday.
0n Sunday, THROW OUT the rest of the pack and start a new pack of pilts that same day.
2. You may not have your period this month it this is axpected. However, if yoy miss your period

FINALLY, wmnmmsmmmmmmmmmm
Uss a BACK-UP METHOD anytime you

KEEPTAKINBONE(ROSE-COLORED] mvrmummvwmmmmm
of ¢linic.

DURAMED PHARMACEUTICALS, ING.
CINCIMNATY, 01000 45213 USA
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ethinyl estradiol) Tablets

0.15mg/0.03mg |
28 s

B only

THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES)
IS INTENDED TO PREVENT PREGNANCY. IT DOES
NOT PROTECT AGAINST HIV INFECTION (AIDS)
AND OTHER SEXUALLY TRANSIITTED DISEASES,
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PLEASE NOTE: Tiis labeling is revisad from Wime to fme o3 important new
medics! Information becomes svailsbis. Therefere, pleass review this

Ibeling caretully.

The following oral contraceptive products contain a combination of progesto-
gen and estrogen, the two kinds of femate hormones:

m(mumm’mnmummmm
Each rose-cotored tablet contains 0.15 mg desogestrel and 0.03 mg ethinyl
estradiot. Each white tablet contains inent ingredients.

Apri (desogestrel and sthinyl estradiol) Tablet 21 Day Regimen Bfister Cord
Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 mg ethinyt
estradiol.

IRTRODUCTION

Any woman who considers using oral contraceptives (the birth contro! il or
the pill) should understand the benefits and risks of using this form of birth
control. This patient fabeting will give you much of the information you will
need to make this decision and will also help you determine # you are at risk
of developing any of the serious side effects of the pil. It will tefl you how to
use the pill properly so that it wiil be as effective as possible. However, this
labefing is not a reptacement for a careful discussion between you and your
doctor or cfinic. You shoutd discuss the information provided in this labefing
with him or her, both when you first start taking the pill and during your revis-
its. You should also foflow your doctot’s or cfinic’s advice with regard to regu-
1ar check-ups while you are on ths pill.

‘

EFFECTIVERESS OF ORAL CONTRACEPTIVES
Oral contraceptives or “birth control pills™ or “the pill” are used to prevent preg-
nancy and are more effective than other methods of birth contro!.

When they are taken cdrrectly, the chance of becoming pregnant Is less than
1% (1 pregnancy per 100 women per year of use) when used perfectly, with-
"ut missing any pilts. Typical faifure rates are actually 3% per year. The chance
of t::cominu pregnant Increases with each mlssed pift during a menstrual
aye

In comparison, typical faiture rates tor other non-surgical methods of birth
ontrol during the first year of use are as follows:

lmplam <%
lon 1%
Diaphra m with spermicid ;8'&2%
es:
Spermictdes alone: 21%
Vaainal sponge: 18 1o 36%

fo the ungs. Thess risks are greatst with oral contra-
mum”wu(mmmmmwmmwm than with
other low-doss pils. Rarely, clots occur i the blvod vessels of the eye and may
cause bilndriess, doub® vision, or impaired vision,

1t you take oral contraceptives and nesd elective surgery, need to stay th bed
for a prolonged Miness or havit recently defivered a baby, you may be at risk of
devetoping blood clots. You shoutd consult your doctor dr clinic about stop-
ping oral contraceptives three to four weeks before surgery and not taking oral
contraceptives for two weeks after surgery or during bed rest. You should siso
not take oral contraceptives soon after delivery of 3 baby. It is advisable:to wait
for at least four wesks after defivery if you are not breast feeding or four weeks
after a second trimester abortion. If you are breast feeding, you should walt
until you have weaned your child before using the pil. (See also the section on
Breast Feeding in General Precautions.)
Tlnt!skotckwhiovydbeasetnoralwntmﬂvamrsmybemrln
users of high dosa pifls and miay be greater with longer duration of oral con-
traceptive usa. In addition, some of these increased risks may continue for a
number of years after stopping oral contraceptives. The risk of abnormal blood
clotting incraases with aga In both users and nonusers of aral contraceptives,
but the Increased risk from the oral contraceptive appéars {6 be present at afl
8g¢s. For women aged 20 to 44 it i$ estimated that about 1 in 2,000 USing oral
contraceptives will be hospitafized each year because of abnormal clotting.
Among nonusérs in the same age group, about 1 In 20,000 would be hospital-
ized each year. For oral contraceptive users in general, it has been estimated
that in womer) betwaén the ages of 15 and 34 fhe risk of daath dus to a circu-
tatory disorder is about 1 in 12,000 per year, whereas tor nonussrs the rate is
about 1 in 50,000 per year. In the age group 35 to 44, the risk is estimated to
be about 1 tn 2,500 per year for oral contraceptive users and about 1 in 10,000

Oral contraceptives may mmmmmmmm(mmm
rupture of blood vessels in the brain) and angina pectoris and heart attacks
(blockage of blood vessels in the heart). Any of these conditions can cause
death or serious disabiiity.

Smoking greatly increases the possibility of suftering heart attacks and trokes.
Furthermore, smoking and the use of oral contraceptives greatly increase the
chances of developing and dying of heart disease.

3. Gailvtaddar disease

Oral contraceptive users probably have a greater risk than nonusers of having
galibtadder disease, although this risk may be related to pills containing high
doses of estrogens.

4. Liver tumors

In rare cases, oral contraceptives can cause benign but dangerous [ver

100351A0899
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over the 8gs of 35, the estimated nimiber of. deaths exceetls thosa for other
methods of birth control. i a woman Is over the age of 40 and smokes, her
estimated rigk of death is four times higher (117/100,000 women) than the
estimated risk assoclated with pregnancy (28/100000 women) in that age
group.

The suggestion that women over 40 who do not smoke should not take oral
contraceptives is based on information from older, higher-dose pills. An
Advisory Committes of the FOA discussed this lssue I 1989 and recommend-
ed that the benefits of low-dose oral contraceptive use by healthy, non-smok-
ing women over 40 years of age may outweligh the possible risks.

WARNING SHRALS
I1 any of these adverse effects occur white you are taking oral contraceptives,
call your doctot or clinic immediately:
* Sharp chest prath, coughing of blood, or sudden shortness of breath (indl-
cating a possibié clot In the lung)
Pain in the calf (indicating a possible clot in the leg)
. Cmsbi)mchestpalnorheavmsslnmechest(lndMngapmlbbhean
-« Sudden severe headachs or vomiting, dizziness or fainting, disturbances
of vision or speech, weakness, or numbness in an arm or leg (indicating
@ possible stroks)
* Sudden partial or complete loss of vision (indicating 8 possible clot in the
aye) . . . )
Breast lumps (Indicating possibla breast cancer or fibrocystic dissase of
the breast; ask your doctor or clinic to show you how to examine your
 breasts)
. ar:mmmmtuvdminﬂnmmamanduﬁmamlbrymp-
tured fiver tumor)
Difficulty bn stoeping} wezkness, Ak of ensrgy, fatigue, or change in
mood(mssibywuﬂwmmm
. Jamdbeorayeaowmofﬂnsm“mﬂ accompanted frequantly -
by fever, fatigue, loss of dppetits, datk colored urine, or light colored
bowel movements (indicating possibie Iver broblems)

S10£ EFFECTS OF ORAL CONTRACEPTIVES

1. Vaginal bleeding

Irrequiar vaginal bleeding or spotting may occur while you are taking the pifls.
trregular bieeding may vary from slight staining between menstrual perieds to
breakthrough bleeding which is a flow much tike a regular period. Irregular
bleeding occurs most often during the first few months of oral contraceptive
use, but may also occur after you have been taking the pill for some time. Such
bleeding may be temporary and usually does not indicate any serious prob-



14 to s4%

COndom alone 12%
Condom alone iema ) 21%
Periodic abstinence: 20%
No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigareite smoking ncreases the risk of serious cardiovascolar side
effects from oral contrateptive wse. This risk increases with age and
with heavy smoking (15 or more cigarefies per day) and Iz qoite
marked (n women ever 38 years of age. Women who use oral contrs-

ceptives are strongly advised not to smoke.
Some women should not use the pifl. For example, you should not take the pifl
it ybu are pregnant or think you may be pregnant. You should afso not use the
piit H you have any of the foflowing conditions:

« A history of eart attack or stroke

» Blood clots kn the legs (thrombophiebitis), lungs (puimonary embolism), or

oyes
« A history of blood clots in the deep veins of your legs
 Chest pain (angina pectoris)
* Known or suspected breast cancer or cancer of the fining of the uterus,
cervix or vagina
* Unexplained vaginal bieeding (unti! a diagnosis Is reached by your doctor)
« Yeflowing of the whites of the eyes or of the skin (jaundice) during preg-
nancy or during previous use of the pil
e Liver tumor (benign or cancerous)
* Known or suspected pregnancy
Teft your doctor or clinic if you have ever had any of these conditions. Your doc-
tor or clinic can recommend a safer method of blrth control.

OTHER CONSIDERATIONS BEFORE TAXING ORAL CONTRACEPTIVES
Tel) your doctor or clinic if you have or have had:

 Breast nodules, fibrocystic disease of the breast, an abnorma! breast x-ray

or mammogram

* Diabetes

» Elevated cholestero! or triglycerides

* High blood pressare

* Migraine or other headaches or epilepsy

« Mental depression

* Gaflbladder, heart or kidney diseass

* History of scarty or Irregular menstrual periods
Women with any of these conditions should be checked often by their doctor
or clinic if they chooss to use oral contraceptives.
Als‘(l).besumtolnformyourdoctororcﬂnlcﬂyousmkeormonanyrned-
ications.

mmotnmammmm

1. NMMMWRIMM
mmmmmmubodmtsmommmmmm
effects of taking oral contraceptives and can causs death or serious disabiity.
In particular, a clot in one of the legs can cause thrombophlebitis and a clot that
trave!smmelunmmmuseasuddm?tdcﬂnqd"nvesselwryinublood

tumors. These benlon fiver tumors can ruptute and cause fatal internal bleed-
ing. In addition, a possible but not definite association has been found with the
pill and tliver cancers In two studies, in which a few women who developed
these very rare cancers were lound tp have used oral contraceptives for long
periods. However, fiver cancers'are rare.
& Cancer of the organs snd breasts
There is conflict amony studies regardifig‘breast cancer and oral contraceptive
use. Some studies have reported an Increase in the risk of developing breast
cancer, particularly at a younger age. This increased risk appears to be related
to duration of use, The majority of studies have found no overall increase in the
risk of developing breast cancer.
Some studies have found an increase in the Incidence of cancer of the cervix
in women who use oral contraceptives. However, this finding may be related to
I‘actovsotharﬂmtheusaofomlcommcanﬂves There ts insufficient evidence
to ruls out the possibility that plils may cause such cancers.
mmormmounmmcoﬂaolmunmmm

Mmmmmmum are associated with a risk of davel-
oping certain disaases which may lead fo disabiilty or death. An estimate of the
number of deaths assoctated with difterent methods of birth control and preg-

nancy has been calcuiated and Is shown in the foflowing table

ANRUAL WUMBER OF BSATH-RELATED OR METHOD-HELATED OEATHS
ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000 NON-STERILE
WOMEN, BY FERTILITY CONTROL METHOD ACCORDING TO ABE

Methed of control 1510 20-24 25-20 30-34 35-39 40-M
and exicoms
No fertility controt 7.0 74 91 148 257 282
methods* :
Oral contraceptives 03 05 09 19 138 316
non-smoker** )
Oral contraceptives 22 34 66 135 511 1172
smoker* *
ND** ’ 08 08 10 1.0 14 14
Condom* 11 16 07 0.2 03 04
Diaphragm/spermicide* ~ 1.9 12 12 13 22 28
Periodic abstinence* 25 16 16 1.7 29 36
* Deaths are bisth reiated -
** Deaths are method retated

In the preceding table, the risk of death troth any birth contro! riethod is less
tharl the risk of chitddirth, except for oral contraceptive users over the age of
35 who smoke and pill users over the age of 40 aven If they do not smoke. it
can be seen in the table that for women aged 15 to 39, the risk of death was
highest with gregnancy (7-26 deaths per 100,000 women, depending on age).
Among pill users who do not smoke, the risk of death was always fower than

" that associated with pregnancy for any age group, aithough over the age of

40, the risk increases to 32 deaths per 100,000 women, compared to 28 asso-
clated with pregnancy at that age. However, for pill users who smoke and are

lems. It is important to continue taking your pills on schedule. 11 the bleeding
occurs in more than one cycle or lasts for more than a few days, talk to your
doctor or clinic.

2. Contact fenses

If you wear contact fenses and notice a change in vision or an Inability to wear
your tenses, contact your doctor or clinic.

3. Flold retention

Oral contraceptives may cavse edema (fluld retention) with swelling of the fin-
gers or ankles and may raise your blood pressure. If you experience flutd reten-
tion, contact your doctor or clinic.

4. Melasma

A spotty darkening of the skin is possible, parﬂcularfy of the face, which may

persist

5. Other side eftects

Other side effects may include nausea and vomiting, change in appetite,
headache, nervousness, depression, dizziness, loss of scalp halr, rash, and
vaginal infections.

tf any of these side effects bother you, call your doctor or clinic.

GENERAL PRECAUTIONS .
1. Missed poriods and nge of orsl contraceptives befors or during early

pregraney

There may be times when you may not menstruate regularly after you have
completed taking a cycle of pilts. If you have taken your pills regularly and miss
one menstrual period, continue taking your pills for the next cycle but be sure
to inform your doctor or clinic before doing so. If you have not taken the pils
daily as instructed and missed a menstrual period, you may be pregnant. if you
missed two consecutive menstrual periods, you may be pregnant. Check with
your doctor or clinic immediately to determine whether you are pregnant. Do
noteomhmtotd(eomleomwmsumﬂywamsumyouarenotmmm
but continue to use another method of contraception.

Thare is no conclusive evidence that oral contraceptive use Is associated with
an increase in birth defects, when taken inadvertently during early pregnancy.
Previousty, a few studies had reported that oral contraceptives might be asso-
ciated with birth defects, but these findings have not been seen in more recent
studies. Nevertheless, oral contraceptives or any cther drugs should not be
used during pregnancy unfess clearly necessary and prescribed by your doctor
or clinic. You should check with your doctor or clinic about risks to your
unbom child of any medication taken during pregnancy.

2. While breast feeding

If you are breast feeding, consuft your doctor or cfinic before starting oral con-
traceptives. Some of the drug will be passed on to the chitd in the milk. A few
adversa effects on the chiid have been reported, including yeflowing of the skin
(laundice) and breast enfargement. In additlon, oral contraceptives may .
decrease the amount and quailty of your milk. if pogsible, do not use oral con-
traceptives while breast feeding. You should use another method ¢f contra-
caption since breast feeding provides only partial protection from becoming
pregnant and this partial protection decreases significantly as you breast feed
for longer periods of time. You should consider starting oral contraceptives
only after you have weaned your child- completely.



3. Laborutory tests

lfyouamscneduledtorarrylabmtmytasts tell your doctor or clinic you are
. taking birth controf pits. Certain nmmmmmwumm

pilts.

4. Drog intsractions - )

Certain drugs may intam:rwith birth control pills to make them less effective

in preventing pregnanCy or cause an increase in breakthrough bleeding. Such

drugs include rifampin, drugs used for epilepsy such as barbituratss (for

example, phenobarbital), anticonvulsants such as carbamazepine (Tagretol is

one brand of this drug), phenytoin (Dilantin is one brand of this drug).

phenylbutazone (Butazolidin is one brand), and possibly certain antibiotics.

You may need to use additional contraception when you taks drugs which can

make oral contraceptives less sffective.

3. Sexuaily transmitted disessss

This product (like all oral contraceptives) is intended to prevent pregnancy. it

does not'protact against transmission of HIV (AIDS) and other sexually trans-

mitted dissases such as chiamydia, genital herpes, ganital warts, gonofrhes,

hepatitis 8, and syphills.

HOW Ti) TAKE THE PILL
|MPORTANY POINTS TO BEMEMSBER

BEFORE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:.
Before you start taking your pllb.
Anytime you are not Sure what to

2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT
THE SAME TIME
If you mmmmmwwommuimmmmmm
The more pills you miss, the mors likely you are to get preg

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK
TO THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.

It you feel sick to your stornach, do not stop taking the pill. The probiem will
usually go away. If it doesn’t go away, check with your docter or clinic. -

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even
when you make up these missed pills. On the days you take 2 piiis to make
up for missed pills, you could aiso feel a llttte sick to your stomach.

5. IF YOU HAVE VOMITING OR DIARRHEA, for any reason, or IF YOU TAKE
SOME MEDICINES, including some antibiotics, your pills may not work as
waell,

Usa a back-up method (such as condoms, foam, or sponge) until you check
with your doctor or clinic.

6. IF YOU HAVE TROUBLE REMEMBERING TQ TAKE THE PILL, talk to your
doctor or clinic about how to make pili-taking easier or about using another
method of birth control.

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMA-
TION IN THIS LEAFLET, call your doctor or clinic.

BEFQRE YOU START TAKING YOUR PILLS:

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. It is impor-
tant to take it at about the samse time every day.

2. LOOK AT YOUR PILL PACK TO SEE IF IT HAS 21 OR 28 PILLS:
The 21-pill pack has 21 “active” [rose-cafored] pills (with hormones) to take
for 3 weeks, foltowad by 1 week without pills.
The 28-pifl rick has 21 “active” (rase-cotored] pills (with hormones) to take
for 3 weeks, followed by 1 week of reminder [white] pills (without hor-

mones).
3.ALSOFAND: =
1) whers on the pack to start taking the pifts,
2) in what order to taka the pills (follow the arrows) and
3) the week numbers printed on the pack.

SUNDAY START: :
1. Taka the first “active” (rose-coiared] pill of the first pack on the Sunday affes -

even if you are still bleeding. If your period begins on -

your period starts,

Sunday, start the pack that same day.

2. Use another method of birth contro] as a back-up method if you have sex
anytima#oM the Sunday you start your first pack until the next Sunday (7
days). conams.foam or the sponge are good back-up msthods of birth

control.
wmmoonumh MONTH:
SAME TIME EVERY DAY UNTIL THE PACK 13

1. TAKE ONE PILL AT
EMPTY.

Do not skip pills even it you are spotting or bieeding batween manthily peri-

ods or feel sick to your stomach (nausea).

Do not skip pilis aven if you do not have sax very oftan,

2. WHEN YOU FiiiSH A PACK OR SWITCH YOUR BRAND OF PILLS:

21 gt Wait 7 days to start the next pack. You will probably have your
period during that week. Be sure that no more than 7 days pass
betwesn 21-day packs.

20 plilx; Start the next pack on the day after your last “reminder” pil. Do

. not walt any days between packs.

WHAT TO 00 IF YOU MISS PRLLS:

If you MISS 1 [rose-colored) “active” pill:

1. Take it as soon as you remember. Taks the next pill at your regular time. This
means you take 2 pilis in 1 day.

2.Youdonotneentousubaekwmmwnudmemadifyoumsu

It you MISS 2 (rosa-colored) “active” piils in a row in WEEX 1 OR ~

WEEK 2 of your pacic

1. Taprulsonmedayyoummembe!anUZplllsunnmm .

2. Then taks 1 pill a day until you finish the pack.

3. YouMAYBECOMEPREGNANTHyouhavesexinmelemryoumiss
pills. You MUST usa another birth control mathod (such as condoms, foam,
or sponga) as a back-up method for thoss 7 days.

If you MISS 2 [rose-colored) “active” pmsmamwmmemnm

1. if you are a Day 1 Starter:
mnowommmmmmﬂmmmnanumkmmmaay
If you are a Sunday Sisriee;

Keep taking 1 pill every day unti) Sunday.

On Sunday, THROW QUT the rest of the pack and start a new pack of pms

that same day. .

2. Youmynotlwvayourpeﬂodmis month but this is expected. However, if
you miss your period 2 months in a row, cauyour doctor or clinic because
you might be pregnant.

3 Y?uMAYBECOMEPREGNMTifyouhavesexmthﬂdmaftaryoumlss
pills.

You MUST use another birth control method (such as condoms, foam, or

sponge) as a back-up method for those 7 days.

If you M88 3 OR MORE [rose-calored) “active” pills in a row (during the first
3 weaeks):

1. if you are a Doy 1 Starter;

THROW OUT the rest of the pill pack and start a new pack that same day.

If you sre 8 Sundey Starter:

KeaplaidmwaemydayunmSunday

On Sunday, THROW OUT the rest of the pack and start a new pack of pills

that same day.

~N

2 Youmaynothavoyourpeﬂodmlsmonmbutmisisexpected Howaver, if

you miss your period 2 months in a row, call your doctor or clinic because
you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss
pills.
You MUST use ancther birth control method (such as condoms, foam, of
sponge) as a back-up method for those 7 days.
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4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND QF BIRTH CONTROL (such as condoms,
to usa as a back-up in case you miss pills.
AN EXTRA, FULL PILL PACK..

WHEN TO START THE FIAST PACK OF PILLS:
YouMammmmmmnWmmﬂmmmwb.Dm
. with your doctor or clinic which is the best day for you. Pick a time of day

which will be easy to remember. .

DAY 1 START:

1. Pmmmwmmmmmﬂmmmmrm(mh
the day you start bieading or spotting, aven if it s aimast midnight when
bleeding begina.) -

2. Piasethlsdaytabolsﬂipinmocydemduoemuwmammm
the days of the wesk (starting with Sunday) printed on the biister card.

Pick Correct Day Labst [THU FRI SAT SUN mTUEWEDl
Pesl and pjace label here.
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Note: if the first day of your period is a Sunday, you can skip steps #1 and #2.
3. Take the first “active” [rosa-colored] pill of the first pack during the first 24

hours of your peried,
4. You will not need to use a back-up method of birth control, since you are
starting the pill at the beginning of your period.

A REMINDER FOR THOSE ON 28 DAY PACKS:

It you forget any of the 7 (whits] “reminder” pilts in Wed( 4
THROW AWAY the pills you missed.

Keep taking 1 pill each day until the pack is empty.

You do not nead a back-up method.

FINALLY, IF YOU ARE STILL QT SURE WHAT TO DO ABOUT THE PILLS YOU
HAVE MISSED:

Use a BACK-UP METHOD anytime you have sax.

KEEP TAKING ONE [roso-colomd] “ACTIVE" PILL EACH DAY untfl you can
reach your doctor or clinic.

PREGNANCY DUE TO PiLL FAILURE

The incidence of pill failure resulting in pregnancy is approximately one per-
cent (i.e., ane pregnancy per 100 women per year) if taksn every day as direct-
ed, but more typical failure rates are about 3%. [t failure does occur, the risk
1o the fetus is minimal.’

PREGNANCY.AFTER STOPPING THE PHL

Thers may be some deiay in becoming pregnant after you stop using oral con-
traceptives, especially if you had irreguiar menstrual cycles before you used
oral contraceptives. It may be advisable to postpone conception until you begin
menstruating regularly once you have stopped taiing the pill and desire preg-
nancy.

There does not appear to be any increass in birth defects in newborn babies
when pregnancy occurs Scon after stopping the pill.

OVERDOSASE

Serious {ll effects. have not been reported following ingestion of large doses of
oral contraceptives by young children. Overdosage may cause nausea and .
withdrawal bleeding in females. In case of overdesage, contact your doctur
clinic or pharmacist.

OTHER INFORMATION
Yourdoctmordlnicwiﬂtahanmumwnnyhlstorybdompmcﬁm
oral contraceptives and will examine you. The physical examination may be
delayed to another time If you request it and your doctor or clinic befieves that «
it is a good medical practice to postpons it. You should be reexamined at least '«
once a year. Be sure to inform your doctor or clinic if there is a family history
of any of tha conditions listed previously in this leafiet. Bs sure to keep all
appointments with your doctor or clinic because this is a time to determine if
thers are earty signs of side effects of oral contraceptive use.

Do not usa'the drug for any condition other than tha one for which it was pre-
scribed. This drug has been prescribed specifically for you; do not give it to
others who may want birth control pills.

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES

In addition to preventing pregnancy, use of combination oral contracepuves

may provide certain benefits. They are:

* menstrual cycles may become more regular

* blood flow during menstruation may be lightsr and less iron may be lost.
Therefore, anemia due to iron deficiency is less likely to occur.

.'
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', Labeting;
::IWINIMWWMMM masy book:
" stores and public Aibrarkes. . : "h ‘ ‘

« pain Or other Symptoms during menstriaion may be encountered less fre:

'{-’-&mtwwmmwmmw

* NONCANCATOUS-CYSts oF lumps in the breast may occur leas fraquently. .
« acuts peivic inflammatory diseass may occur less frequently.

_» orai contraceptiveruse may provids SOMe Protaction against developing two-

fomdww«ﬂnmhwﬂmommﬂmmmm

. nmmwmwmmmmmm

or pharmacist. They have a more tachmical leafiet called ths Professionad
which.you say wisly to reas . The Professions! Labeing-is stag- gub-

nmmmzm.
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